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21 CFR Ch. I (4–1–96 Edition)§ 1005.1

1005.22 Granting permission to bring prod-
uct into compliance.

1005.23 Bonds.
1005.24 Costs of bringing product into com-

pliance.
1005.25 Service of process on manufacturers.

AUTHORITY: Secs. 356, 360 of the Public
Health Service Act (42 U.S.C. 263d, 263h).

SOURCE: 38 FR 28630, Oct. 15, 1973, unless
otherwise noted.

Subpart A—General Provisions

§ 1005.1 Applicability.

(a) The provisions of §§ 1005.1 through
1005.24 are applicable to electronic
products which are subject to the
standards prescribed under this sub-
chapter and are offered for importation
into the United States.

(b) Section 1005.25 is applicable to
every manufacturer of electronic prod-
ucts offering an electronic product for
importation into the United States.

[38 FR 28630, Oct. 15, 1973, as amended at 45
FR 81739, Dec. 12, 1980]

§ 1005.2 Definitions.

As used in this part:
The term owner or consignee means

the person who has the rights of a con-
signee under the provisions of sections
483, 484, and 485 of the Tariff Act of
1930, as amended (19 U.S.C. 1483, 1484,
1485).

§ 1005.3 Importation of noncomplying
goods prohibited.

The importation of any electronic
product for which standards have been
prescribed under section 358 of the Act
(42 U.S.C. 263f) shall be refused admis-
sion into the United States unless
there is affixed to such product a cer-
tification in the form of a label or tag
in conformity with section 358(h) of the
Act (42 U.S.C. 263f(h)). Merchandise re-
fused admission shall be destroyed or
exported under regulations prescribed
by the Secretary of the Treasury un-
less a timely and adequate petition for
permission to bring the product into
compliance is filed and granted under
§§ 1005.21 and 1005.22.

Subpart B—Inspection and Testing

§ 1005.10 Notice of sampling.

When a sample of a product to be of-
fered for importation has been re-
quested by the Secretary, the District
Director of Customs having jurisdic-
tion over the shipment shall, upon the
arrival of the shipment, procure the
sample and shall give to its owner or
consignee prompt notice of the deliv-
ery or of the intention to deliver such
sample to the Secretary. If the notice
so requires, the owner or consignee will
hold the shipment of which the sample
is typical and not release such ship-
ment until he receives notice of the re-
sults of the tests of the sample from
the Secretary, stating that the product
is in compliance with the requirements
of the Act. The District Director of
Customs will be given the results of the
tests. If the Secretary notifies the Dis-
trict Director of Customs that the
product does not meet the require-
ments of the Act, the District Director
of Customs shall require the expor-
tation or destruction of the shipment
in accordance with customs laws.

§ 1005.11 Payment for samples.

The Department of Health and
Human Services will pay for all import
samples of electronic products ren-
dered unsalable as a result of testing,
or will pay the reasonable costs of re-
packaging such samples for sale, if the
samples are found to be in compliance
with the requirements of the Radiation
Control for Health and Safety Act of
1968. Billing for reimbursement shall be
made by the owner or consignee to the
Center for Devices and Radiological
Health, 5600 Fishers Lane, Rockville,
MD 20857. Payment for samples will not
be made if the sample is found to be in
violation of the Act, even though sub-
sequently brought into compliance pur-
suant to terms specified in a notice of
permission issued under § 1005.22.

[38 FR 28630, Oct. 15, 1973, as amended at 53
FR 11254, Apr. 6, 1988]
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Subpart C—Bonding and
Compliance Procedures

§ 1005.20 Hearing.

(a) If, from an examination of the
sample or otherwise, it appears that
the product may be subject to a refusal
of admission, the Secretary shall give
the owner or consignee a written no-
tice to that effect, stating the reasons
therefor. The notice shall specify a
place and a period of time during which
the owner or consignee shall have an
opportunity to introduce testimony
unless the owner or consignee indicates
his intention to bring the product into
compliance. Upon timely request, such
time and place may be changed. Such
testimony shall be confined to matters
relevant to the admissibility of the ar-
ticle and may be introduced orally or
in writing.

(b) If the owner or consignee submits
or indicates his intention to submit an
application for permission to perform
such action as is necessary to bring the
product into compliance with the Act,
such application shall include the in-
formation required by § 1005.21.

(c) If the application is not submitted
at or prior to the hearing, the Sec-
retary may allow a reasonable time for
filing such application.

§ 1005.21 Application for permission to
bring product into compliance.

Application for permission to per-
form such action as is necessary to
bring the product into compliance with
the Act may be filed only by the owner,
consignee, or manufacturer and, in ad-
dition to any other information which
the Secretary may reasonably require,
shall:

(a) Contain a detailed proposal for
bringing the product into compliance
with the Act;

(b) Specify the time and place where
such operations will be effected and the
approximate time for their completion;
and

(c) Identify the bond required to be
filed pursuant to § 1005.23.

§ 1005.22 Granting permission to bring
product into compliance.

(a) When permission contemplated by
§ 1005.21 is granted, the Secretary shall

notify the applicant in writing, specify-
ing:

(1) The procedure to be followed;
(2) The disposition of the rejected ar-

ticles or portions thereof;
(3) That the operations are to be car-

ried out under the supervision of a rep-
resentative of the Department of
Health and Human Services;

(4) A reasonable time limit for com-
pleting the operations; and

(5) Such other conditions as he finds
necessary to maintain adequate super-
vision and control over the product.

(b) Upon receipt of a written request
for an extension of time to complete
the operations necessary to bring the
product into compliance, the Secretary
may grant such additional time as he
deems necessary.

(c) The notice of permission may be
amended upon a showing of reasonable
grounds thereof and the filing of an
amended application for permission
with the Secretary.

(d) If ownership of a product included
in a notice of permission changes be-
fore the operations specified in the no-
tice have been completed, the original
owner will remain responsible under its
bond, unless the new owner has exe-
cuted a superseding bond on customs
Form 7601 and obtained a new notice.

(e) The Secretary will notify the Dis-
trict Director of Customs having juris-
diction over the shipment involved, of
the determination as to whether or not
the product has in fact been brought
into compliance with the Act.

§ 1005.23 Bonds.
The bond required under section

360(b) of the Act shall be executed by
the owner or consignee on the appro-
priate form of a customs single-entry
bond, customs Form 7551 or term bond,
customs Form 7553 or 7595, containing
a condition for the redelivery of the
shipment or any part thereof not com-
plying with the laws and regulations
governing its admission into the com-
merce of the United States upon de-
mand of the District Director of Cus-
toms and containing a provision for the
performance of any action necessary to
bring the product into compliance with
all applicable laws and regulations.
The bond shall be filed with the Dis-
trict Director of Customs.

VerDate 23-AUG-96 10:11 Aug 30, 1996 Jkt 167072 PO 00000 Frm 00507 Fmt 8010 Sfmt 8010 C:\CFR\167072.144 pfrm13


		Superintendent of Documents
	2010-11-11T17:39:14-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




